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I. Brief outline of the method for the Nationwide Survey
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The Japanese Society for Transplantation and Cellular Therapy (JSTCT),
Japanese Society of Pediatric Hematology and Oncology (JSPHO), Japan Marrow Donor
Program (JMDP) and Japanese Cord Blood Bank Network (JCBBN), have played an
important role in society by reporting the number and outcomes of transplantations and
contributing new findings obtained from studies on individual topics. JSTCT (changed
from the Japan Society for Bone Marrow Transplantation in December, 1995, and from
the Japan Society for Hematopoietic Cell Transplantation in April, 2021) has been
conducting nationwide surveys since 1993, which is a voluntary registration of
hematopoietic stem cell transplantations (HSCT) for adult patients performed during
the previous year. In pediatric field, the JSPHO Bone Marrow Transplantation
Committee has been conducting nationwide surveys since 1983. Since its first
unrelated bone marrow transplant (UR-BMT) in 1993, JMDP conducts an initial survey
on day 100 post-transplant and follow-up surveys to all UR-BMT performed through
JMDP. Eleven cord blood banks were established in Japan; some are merged, and there
are six cord blood banks currently. Although each bank has operated individually since
1995, they formed a collective in 1999, establishing the JCBBN. Using different paper
questionnaires, each of the 11 cord blood banks had collected clinical information after

transplantation, but the standardized questionnaire was created in 2001.



There were a number of issues such as the difficulty of analyzing data in
overlapping registries or multiple databases at centers affiliated with each of the four
registry organizations. JSHCT was pivotal in orchestrating the computerization and
unification of hematopoietic stem cell transplant registries for the purpose of resolving
these issues and providing a more accurate awareness of hematopoietic stem cell
transplantations being performed in Japan. Unified and electric registration using
“Transplant Registry Unified Management Program (TRUMP®)”, a program which
enables transplant centers to manage their HSCT patient data, was started in adult
centers in 2006. Pediatric centers started registration using TRUMP® in the following
year. The registration consists of two types of data submission; "Basic Registration"
within the first two months of the year to report ten items for each HSCT cases
performed in the previous year, and "Main Registration" about six months later to report
all TRUMP® required items. HSCT data which were previously reported to the 4
registry via paper forms were translated to TRUMP® structure, and were sent back to
transplant centers to import into their TRUMP® (“Returning data”) in order to form a
single database. This was performed for autologous and related HSCT data for adult
patients in fiscal year 2007, autologous and related HSCT data for pediatric patients and
UR-BMT data in fiscal year 2008, and unrelated cord blood transplant data in fiscal year
2011.

Since the establishment of the Japan Marrow Donor Program, surveys have
been conducted to collect safety information of unrelated donors for stem cell harvest.
From fiscal year 2005, surveys for donor safety information were also carried out for all
related donors as well.

The Japanese Data Center for Hematopoietic Cell Transplantation (JDCHCT)
was funded and started its activity in October, 2013. The JDCHCT is responsible for
collecting and analyzing HSCT recipient and donor information based on the “Act for
Appropriate Provision of Hematopoietic Stem Cells to be Used in Transplantations” with
government support. Second generation TRUMP® (TRUMP®2), which is a web-based
program was released in January 2015.

As for cellular therapy, this nationwide survey takes the role for the
regenerative medical products registry of the Ministry of Health, Labor and Welfare and
the Pharmaceuticals and Medical Devices Agency for TEMCELL® HS Inj., a
mesenchymal stem cell product for acute GVHD treatment. The activity results are
shown as a web-only material of this nationwide survey report. The system for collecting
information on innovative cellular therapies such as genetically modified T cell (CAR-T)
therapy was developed and was released in March 2020. Regarding innovative cellular
therapy information, the Japanese version of FormsNet, which is developed in

collaboration with the Center for International Blood and Marrow Transplant Research



(CIBMTR), is used as a mutually compatible registry input system in Japan, Europe and
the United States.

As novel agents for GVHD have been developed, the system for collecting
information on GVHD after allo-HSCT, GVHD registry (TRUMP-GVHD), was developed
and was released in October 2022.

Nationwide Survey 2022 was performed by using TRUMP®2. TRUMP®?2 is a
web-based HSCT registry database and can also be used offline for transplant centers
not capable of reporting online. 252 adult departments and 92 pediatric departments
reported in Nationwide Survey 2022. 323 centers (94%) reported by using online
TRUMP®2 at the time of Main Registration. The subjects for the new case survey were
patients who underwent a transplant between January and December 2021 although

unreported transplants before 2021 were also included in this survey.



